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METHOD AND APPARATUS FOR 
INSERTING OF IOL 



Related Applications 

This application is a continuation-in-part of 
application Serial No. 08/154,24 0 filed November 18, 
1993 and of Serial No. 08/235,444 filed April 29, 1994. 
5 The disclosure of each of these applications is 
incorporated in its entirety herein by reference. 

Field of the Invention 

This invention relates to a method and apparatus 
10 for inserting a foldable intraocular lens (IOL) into 

the eye of a patient. 

Backgroun d of the Invention 

As is well known, an IOL is used to replace the 
15 natural lens of the human eye when the natural lens 

becomes incapable of functioning as desired. A typical 
IOL includes an optic or lens and one or more fixation 
members for fixing the IOL in the desired position 
within the eye. 

20 The optic of an IOL may be constructed of hard, 

nondeformable materials such as polymethylmethacrylate 
or of soft, deformable materials such as silicone based 
or acrylic based materials. One advantage of the 
deformable IOL's is that they can be deformed into a 

25 configuration which permits them to be inserted through 

a smaller incision into the eye. 

In deforming the IOL, the optic is typically 
folded in a way to cause the IOL to have smaller 
dimensions which enables it to be inserted through a 

30 smaller incision. An IOL which is deformed by forming 

it into a roll is also folded in the sense that the 
roll constitutes at least one fold. As used herein, a 
folded optic, folded IOL and folded condition have 
reference to an optic which is deformed in any manner, 

35 including rolling, that produces a fold. 
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It is desirable to compactly fold a foldable IOL 
because this can minimize the length of the incision 
necessary to insert the folded IOL into the eye. 
However, because IOL's are very small, they are 
5 difficult to grasp and even more difficult to fold into 

an efficient, compact configuration of minimal 
dimensions. As an example of size, the optic of a 
foldable IOL may be in the neighborhood of about 5 to 
about 7 millimeters in diameter. 

10 Various devices have been proposed for use in 

folding a foldable IOL. For example , a forceps can be 
used to provide a single fold in an IOL which, in 
effect, folds the IOL in half. This, however, is not 
a configuration which in general will minimize the 

15 length or size of the incision needed for insertion of 

the IOL into the eye. Mazzocco U.S. Patent No. 
4,573,998 discloses forceps of a particular 
configuration for use in conjunction with other devices 
which apparently provide multiple folds in an IOL. 

20 However, this patent does not disclose how the folds 

are initially formed in the IOL. Also, this patent 
does not disclose the use of a forceps in the eye to 
facilitate the insertion of a foldable IOL. 

25 QtitirmftTy of the Invention 

This invention provides a method for inserting a 
foldable IOL into the eye of a patient which generally 
overcomes the disadvantages identified above. With 
this invention, the folded IOL can be relatively 
3 0 easily, safely and controllably inserted into the eye 

of the patient through a small incision. In addition, 
the IOL can be efficiently, compactly and relatively 
easily folded into a folded condition for insertion in 
the eye. 

35 in one broad aspect of the invention, methods of 

inserting foldable IOL's into the eye of a patient are 
provided. Such methods include holding a foldable IOL 
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with a forceps. The foldable IOL can be in a folded 
condition, a partially folded condition or an unfolded 
condition at this point. The held foldable IOL is 
passed distally through the bore or lumen of a tubular 
member which has. a distal end portion and an open 
distal end. When the foldable IOL is located in that 
portion of the bore or lumen defined by the distal end 
portion of the tubular member, the foldable IOL is 
preferably already folded, for example, in 
substantially the final folded condition or 
configuration for inserting into the eye of the 
patient. At this point, the foldable IOL is held by 
the forceps, which preferably enters the tubular member 
proximal ly. 

The distal end portion of the tubular member is 
placed in proximity to or in the eye of the patient, 
preferably substantially abutting or through a 
relatively small incision, more preferably no larger 
than about 3.2 mm or about 3.0 mm and still more 
preferably no larger than about 2.8 mm. For example, 
the incision may be through the sclera or through the 



cornea . 

At least a portion of the foldable IOL, preferably 
substantially all of the optic and more preferably 
substantially all of the IOL, is caused to pass through 
the open distal end of the tubular member. The 
foldable IOL is released from the forceps in the eye of 
the patient. This releasing step is preferably 
accomplished at a location in the eye at which the IOL 
can be conveniently positioned for use, for example, in 
the anterior chamber or posterior chamber, as desired. 
The use of a forceps to hold the IOL in the distal end 
portion of the tubular member which is located in 
proximity to or in the eye provides for controlled 
placement of the IOL in the eye. Also, since the 
forceps is holding or carrying the IOL, a positxve, 
easily controlled force on the forceps or on the 
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tubular member causes the IOL to exit the distal end 
opening of the tubular member in a readily controlled 
manner. The tubular member itself is important since 
it protects the IOL and insures that it is maintained 
5 in the desired folded condition. Also, when the 

tubular member is located in the eye, it protects the 
incision against undue risk of tearing. In short, the 
present methods provide for safe, effective and 
controlled insertion of foldable IOLs into the eyes of 

10 patients. 

The foldable IOL can be in an unfolded state, a 
partially folded state or in the final folded state or 
conditions prior to being introduced into the tubular 
member. Thus, for example, the tubular member can be 

15 constructed to receive an unfolded, partially folded or 

fully folded IOL. If the foldable IOL is unfolded or 
only partially folded prior to being introduced into 
the bore of the tubular member, the tubular member 
itself is preferably structured and adapted to 

20 facilitate the folding or further folding of the IOL as 

. the IOL is introduced into and/or passes through the 
bore. The tubular member, for example, the distal end 
portion of the tubular member, is preferably sized and 
adapted to maintain the IOL located in the bore, for 

25 example, that portion of the bore defined by the distal 

end portion, in the desired folded state. 

The IOL held by the forceps prior to being 
introduced into the bore of the tubular member may be 
at least partially folded, for example, the optic of 

3 0 the IOL being folded in half. 

In the event that the foldable IOL is in an 
unfolded condition or partially folded condition prior 
to being introduced into the bore of the tubular 
member, it is preferred that the folding or further 

3 5 folding of the IOL occur while the IOL is being held by 

the forceps. 
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In a particularly useful embodiment, the distal 
end portion of the tubular member is passed into the 
eye and at least a part, for example, substantially all 
or only a part, of the distal end portion is withdrawn 
5 from the eye of the patient prior to releasing the 

foldable IOL from the forceps in the eye. This step of 
withdrawing at least a portion of the tubular member 
from the eye before releasing the IOL enhances the 
safety of, for example, reduces the risk of injury to 

10 the eye caused by, inserting the IOL into the eye. 

Such withdrawing directs the force away from the eye, 
thereby reducing the risk of the tubular member or 
forceps being forced deeper in the eye when the IOL is 
released in the eye. 

15 While the tubular member is withdrawn from the 

eye, it is preferred that the forceps holding the IOL 
be maintained substantially stationary relative to the 
eye. Thus, as the tubular member is withdrawn, the 
stationary held IOL passes through the open distal end 

20 of the tubular member. However, because the held IOL 
is stationary relative to the eye, there is no movement 
of the forceps further into the eye. Along with the 
enhanced safety of this approach, substantial precision 
in the placement or positioning of the IOL in the eye 

25 is achieved. 

Alternatively, the tubular member can be held 
stationary relative to the eye and the forceps moved 
forwardly so that the held IOL passes through the open 
• distal end of the stationary tubular member for release 
30 in the eye. Care should be exercised to control the 

forward movement of the forceps to properly place the 
IOL in the eye and to avoid damaging the eye. 

In another broad aspect of the present invention, 
apparatus or inserters for inserting a foldable 
35 intraocular lens into an eye of a patient are provided. 

The methods for inserting a foldable IOL into the eye 
of a patient described herein can be, and preferably 
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are, practiced using the present apparatus. In 
general, the present inserters comprise a tubular 
member and a forceps. The tubular member has a bore, 
a distal end portion, an open proximal end and an open 
5 distal end. The bore is sized and adapted to receive 

a foldable IOL and to hold or maintain the IOL in a 
folded state. The distal end portion of the tubular 
member is sized and adapted to be placed in proximity 
to or in the eye of the patient. The forceps are sized 
10 and adapted to hold the foldable IOL as the IOL passes 

distally through the bore and into the distal end 
portion of the tubular member. 

The tubular member is preferably sized and adapted 
to facilitate folding the foldable IOL into a folded 
15 state. In a particularly useful embodiment, the 

tubular member, for example, the bore of the tubular 
member, is tapered so as to have a generally decreasing 
cross -sectional area proximally to distally. In this 
embodiment, the IOL preferably becomes more compactly 
20 folded as the IOL is passed distally in the bore of the 

tubular member. The distal end portion of the tubular 
member is preferably sized and adapted to be placed in 
the eye of the patient through an incision no larger 
than about 3.2 mm, more preferably no larger than about 
25 3.0 mm and still more preferably no larger than about 

2.8 mm, in size. 

The forceps of the present invention may have any 
suitable size and configuration, provided that such 
forceps functions as described herein without causing 
3 0 undue damage to the IOL being inserted or to the 

patient in whose eye the IOL is being inserted. In 
general, a forceps as used herein is a component which 
includes two or more elements one or more of which are 
moveable relative to another of the elements so as to 
3 5 hold a foldable IOL between such elements and to 

release such IOL from such holding action, as desired. 
The forceps can be manually or automatically operated, 
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be mechanically and/or electrically and/or 
pneumatically and/or otherwise powered, and can be 
passed freely distally through the tubular member or by 
the use of threaded components or other screw-type 
systems to control the proximal -distal motion of the 
forceps . 

A very useful preferred feature of the present 
inserters is a folder assembly which is operatively 
coupled to, for example, secured to or integrally 
formed with, the tubular member. The folder assembly 
is preferably located proximally of the tubular member. 
The folder assembly is effective to fold the foldable 
IOL into a desired folded state prior to introducing 
the foldable IOL into the bore of the tubular member 
15 through the open proximal end of the tubular member. 

The folder assembly can have any suitable size and 
configuration provided that it functions as described 
herein and has no substantial or undue detrimental 
effect on the IOL being inserted or on the patient in 
20 whose eye the IOL is being inserted. The folder 

assembly, in one embodiment, comprises a loading 
chamber having a proximal end, and preferably a 
distally extending opening. The loading chamber 
further defines a lumen or bore which is substantially 
25 aligned with the bore of the tubular member. The 
loading chamber is adapted to receive a foldable IOL 
held by a forceps in an unfolded state at the distally 
extending opening and to fold the IOL and maintain the 
IOL folded as the IOL is placed in the lumen. 

In another embodiment, the folder assembly 
includes a first element and a second element which are 
moveable, for example, hingeably moveable, relative to 
each other to cause the folder assembly to be 
configured in an open position or in a closed position. 
Thus, with the folder assembly in the open position, 
the foldable IOL held by the forceps is placed in the 
folder assembly so that the held IOL is folded as the 
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first and second elements are moved relative to each 
other to configure the folder assembly in the closed 
position. The folded IOL, still held by the forceps, 
is then passed distally into the bore of the tubular 
5 member which is aligned with the lumen formed by the 

folder assembly in the closed position in which the 
folded IOL is located. 

The present inserters preferably include a hand 
grip which is operatively coupled to, for example, 

10 integrally formed with, the tubular member, and is 

sized and adapted to be held by the hand (or hands) of 
a human (surgeon) to move the tubular member relative 
to the eye of the patient. The inclusion of such a 
hand grip effectively facilitates manipulation of the 

15 lens inserter by the surgeon in and around the eye of 

the patient. The ability to so manipulate the inserter 
increases the ease with which the IOL can be properly 
placed or positioned in the eye and reduces the risk of 
damaging the eye. The hand grip included in the 

20 present inserters can be of any suitable configuration 

provided that it functions as described herein and has 
no undue or significant detrimental effect on the IOL 
being inserted or on the patient. 

The foldable IOL's insertable in the eye using the 

25 present methods and apparatus may be of any 

configuration suitable to perform the desired function 
in the eye. Such lenses often include a lens body or 
optic which has optical properties in the eye. Such 
lens body is foldable as set forth herein. In many 

30 instances, the lens body is generally circular. 

However, other configurations are also useful. In 
addition, the IOL's may, and preferably do, include at 
least one flexible fixation member which is secured or 
attached to the optic. This flexible fixation member 

35 acts to fix the IOL in position in the eye. Examples 

of flexible fixation members include flexible haptics 
which are preferably radially resilient and extend 
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outwardly from the periphery of the lens body. 
Specific examples of such flexible haptics include 
plate haptics and those commonly known as J- loops and 
C-loops. Such haptics engage appropriate 

circumferential eye tissue adjacent the iris or within 
the capsular bag to fix the lens in position in the 
eye. A very useful IOL includes a plurality of, 
especially two, such flexible haptics. 

The lens body may be made of any suitable material 
such as polymethylmethacrylate, silicone, hydrogel or 
other well known materials for foldable IOL 
instruction. Preferably the optic also includes an 
ultraviolet light absorber. The flexible fixation 
member or members may be made of any suitable material 
such as polymethylmethacrylate, prolene, polypropylene, 
nylon, silicone or other materials suitable for 
implantation into the eye. 

As used herein, the terms "foldable" and 
"deformable" mean that an IOL, and in particular the 
lens body or optic of an IOL, can be temporarily 
reshaped so as to pass through a smaller incision 
relative to the incision required if the IOL was not 
temporarily reshaped. 

These and other aspects and advantages of the 
present invention are set forth in the following 
detailed description and claims, particularly when 
considered in conjunction with the accompanying 
drawings in which like parts bear like reference numerals. 
Brief Description of t he Drawings 

Fig. 1 is a plan view illustrating forceps, 
first form of tubular member and a foldable IOL. 

Fig. 2 is a side elevational view illustrating one 
technique for placing the distal end portion of a 
tubular member in the eye of a patient. 

Fig. 3 is a side elevational view illustrating one 
technique for withdrawing the distal end portion of a 
tubular member from the eye of a patient. 
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Fig. 4 is a perspective view illustrating the 
forceps and unfolded IOL in combination with a second 
form of tubular member. 

Fig. 5 is a perspective view illustrating the 
5 second form of tubular member loaded with the folded 

IOL. 

Fig. 6 is a perspective view illustrating the 
forceps and unfolded IOL in combination with a third 
form of tubular member 

10 

Detailed Description of the Drawings 

Fig. 1 shows an IOL 11 which can be held by 
forceps 13 and placed into a tubular member 15. Both 
the IOL 11 and the forceps 13 may be of conventional 

15 construction. The IOL 11 comprises an optic 17 of 

foldable or deformable material, such as silicone based 
or acrylic based material and identical fixation 
members 19 and 21 coupled to the optic. The optic 17 
can be folded from the normal configuration shown in 

20 Fig. 1 and is sufficiently resilient and has sufficient 

memory such that upon insertion into the eye, it 
recovers to its normal configuration. In the form 
shown in Fig. l, the fixation members 19 and 21 each 
include a resilient strand of a suitable resilient 

25 material, such as polypropylene or 

polymethylmethacrylate, and these members are used to 
fix or retain the IOL 11 in the eye following 
implantation. The particular form of the IOL shown in 
Fig. 1 is purely illustrative. 

30 The forceps 13 includes arms 23 which extend out 

of tube 24 and can be moved between an open position of 
Fig. 1 in which the arms are spaced apart and a closed 
position 'in which the arms are moved toward each other 
by levers 25. The levers 25 are normally held apart by 

35 springs 27 such that the arms 23 are normally spring 

biased to the open position. However, by moving the 
levers 25 toward each other, the arms 23 are likewise 
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moved toward each other to a closed position. Forceps 
of this type can be purchased from Back-Mueller Inc. of 
St. Louis, MO. Of course, forceps of other kinds and 
configurations may be employed. 
5 Tubular member 14 includes a loading chamber 31 

and an injection portion 33. 

Loading chamber 31 includes a proximal end 35, a 
distal ly extending proximal end opening 37 and a first 
lumen 39 (illustrated by dashed lines). This first 
10 lumen 39 extends from the distally extending proximal 

end opening 37 to the distal end 41 of loading chamber 
31 and is contiguous with second lumen 43 (illustrated 
by dashed line) defined by injection portion 33. The 
cross -sect ions of loading chamber 31 and of first lumen 
15 3 9 are tapered and decrease from the proximal end 35 to 

the distal end 41 of the loading chamber. The distally 
extending proximal end opening 37, which is non- 
circular, is partially defined by a generally V-shaped 
through notch 47 which is formed in the sidewall 4 9 of 

20 loading chamber 31. 

Injection portion 33 includes a distal end opening 
51 which is generally elliptical in cross-section, 
although other configurations, such as a circular 
cross-section, may be employed, and has a distal end 

25 portion 53. The cross -sect ions of injection portion 33 

and second lumen 43 taper and decrease gradually from 
the proximal end 55 to the distal end opening 51 of the 
injection portion. 

Tubular member 15 is made, for example, molded, as 

3 0 a single or unitary structure which terminates 

proximally at the proximal end 35 of loading chamber 
31. Although the tubular member 15 (as well as the 
other tubular member embodiments or forms illustrated 
herein) can be made of any suitable material of 

35 construction, a preferred material is a transparent 
polymeric material, such as polypropylene. The use of 
a transparent material is advantageous in that the 
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exact location in tubular member 15 of the IOL to be 
inserted is more readily ascertained by looking through 
apparatus 10. The tubular member 15 (as well as the 
other tubular member embodiments or forms illustrated 
5 herein) is preferably made of a biocompatible material 

so as to cause no undue detrimental effect on the eye 
into which the injection portion 33 is placed. The 
tubular member 15 (as well as the other tubular member 
embodiments or forms illustrated herein) may be made of 

10 a sterilizable material so that is can be conveniently 

reused, for example, many times. Examples of 
sterilizable materials from which tubular member 15 can 
be made include metals, such as stainless steel, 
titanium and the like. 

15 The distally extending proximal and opening 37 of 

loading chamber 31 is configured to facilitate the 
folding of an IOL as it passes through this opening 
into the first lumen 39. In addition, the distal 
tapering of first lumen 39 assists in effecting and 

20 maintaining a controlled folding of an IOL passing 

therethrough. The IOL 11 can be unfolded, partially 
folded or even fully folded at the time it is passed 
into first lumen 39. 

Tubular member 15 is sized and configured to fold 

25 an IOL carried by forceps 11 passing through the 

distally extending proximal end opening 37 of loading 
chamber 31 into the first lumen 39. The folded IOL, 
still being held and carried by forceps 13, is passed 
from the loading chamber 31 into the distal end portion 

30 53 of injection portion 33. 

Forceps 13 is used to pull (or carry) the folded 
IOL through the second lumen 43 and out of the distal 
opening 51 of injection portion 33. Forceps 13 enters 
the tubular member 15 proximally. The forceps 13 

35 releases the IOL 11 after at least a portion of the IOL 

exists the second lumen. 
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The inserter system illustrated in Fig. 1 operates 
as follows. When it is desired to insert IOL 11 into 
an eye, the IOL, preferably, in the unfolded state, is 
grasped by a forceps 13. Tubular member 14, which 
5 (along with forceps 13) is typically packaged in 

sterile condition, is removed from its packaging and is 
ready for use. With IOL 11 in the grasp of forceps 13, 
the surgeon can make a final inspection of the IOL, for 
example, for structural damage. A lubricant, such as 
10 sodium hyaluronate and the like ophthalmically 
acceptable lubricants, may be applied to IOL 11 and/or 
the first lumen 39 and second lumen 43 to facilitate 
the passing of the IOL into and through the first and 
second lumens. 

15 IO l 11, grasped or held by forceps 13, is passed 

through distally extending proximal end opening 37 into 
the first lumen 39 of loading chamber 31. This passing 
causes the optic 17 of IOL 11 to fold upon itself so 
that it conveniently fits in the first lumen 39. The 
20 IOL 11, still in the grasp of forceps 13 is carried 

distally through first lumen 39 and second lumen 43 to 
the distal end portion 53 of the injection portion 33. 
IOL 11 is now ready to be inserted into an eye. 

Referring now to Figs. 2 and 3, the IOL 11 is to 
25 be placed in eye 61 into an area formerly occupied by 
the natural lens of the eye. Figs. 2 and 3 show the 
sclera 63 of the eye 61 having an incision through 
which the distal end portion 53 of injection portion 33 
may be inserted. Alternatively, the incision can be 
30 made through the cornea. The tubular member 15 is 
removably secured to one end 58 of a hand tool 60 so 
that the surgeon, holding the handle or housing 62 of 
the hand tool, can conveniently manipulate tubular 
member 15, for example, in eye 61. Distal end portion 
35 53 has a sufficiently small cross-section to pass into 

the eye 61 through a 3.0 mm incision in the sclera 63. 
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The injection portion 33 is manipulated within eye 
61 until it is positioned so that IOL 11 can be 
properly positioned in eye 61, that is in the anterior 
chamber, the posterior chamber, the capsular bag 65 or 
5 in the sulcus, after being released. Thus, the surgeon 

is able to controllably position injection portion 33, 
with IOL 11 in the distal end portion 53 thereof, 
before releasing the IOL. Once injection portion 33 is 
so positioned, the tubular member 15 is withdrawn 
10 proximally from the eye while the forceps 13 is 

maintained stationary relative to the eye. A portion 
of tube 24 and arms 23 of forceps 13 remain in eye 61. 
The forceps 13 is then moved to the open position to 
release IOL 11 in the eye. The forceps 13 is then 
15 withdrawn from the IOL 11, placed in the closed 

position and withdrawn from the eye 61. If needed, the 
position of IOL 11 can be adjusted by the forceps 13 or 
by a small, bent needle or similar tool inserted into 
the same incision. 

Alternately, the tubular member 15 is positioned 
so that the distal end opening 51 is directly over the 
incision and distal end portion 53 abuts the surface of 
eye 61. Once tubular member 15 is so positioned, the 
forceps 13 holding the folded IOL 11 is passed through 
distal end opening 51 and the incision into the eye 61. 
The forceps 13 is manipulated in the eye 61 to the 
proper position for IOL 11 to be released. Once this 
positioning has occurred, the forceps 13 is moved to 
the open position to release IOL 11 in the eye. The 
forceps 13 are then withdrawn from the IOL 11, placed 
in the closed position and withdrawn from the eye. 
Tubular member 15 is then removed from the surface of 
the eye. If needed, the position of IOL 11 can be 
adjusted by forceps 13 or by a small, bent needle or 
similar tool inserted into the same incision. 

Once the IOL 11 is properly placed in eye 61 and 
forceps 13 is withdrawn from the eye, the incision in 
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the sclera 52 may be mended, for example, using 
conventional techniques. After use, tubular member 15 
is preferably disposed of. 

If the incision is made in the cornea of eye 61 
5 and distal end portion 53 is placed or passed into the 
eye, it is preferred that the distal end portion of 
injection portion 33 be only partially withdrawn from 
the eye. Thus, distal end portion 53 is withdrawn from 
the eye sufficiently to expose IOL 11 which remains 
10 held by forceps 13 . Once forceps 13 releases IOL 11 in 
the eye, the forceps is placed in the closed position 
and moved back into the distal end portion 53 of 
injection portion 33 and then tubular member 15 is 
removed in its entirety from eye 61. 
15 Figs. 4 and 5 illustrate an alternate inserter 

assembly for use in combination with forceps 13 to 
insert IOL 11 into eye 61. This inserter assembly, 
shown generally at 71, is a combination lens folder and 
inserter, and includes a proximal folder portion 73 and 
20 an injection tube 75. 

Folder portion 73 includes first and second folder 
elements 77 and 79 which are integrally formed with 
wing members 81 and 83. First and second folder 
elements 77 and 79 are hingeably moveable relative to 
25 each other between an open position (shown in Fig. 4) 

and a closed position (shown in Fig. 5). Injection 
tube 75 includes a proximal opening 85, a distal 
opening 87 and a lumen 89 (illustrated by dashed lines) 
therebetween. The injection tube 75 and lumen 89 are 
30 both tapered with the proximal end having a larger 
cross -sectional area than the distal end. Injection 
tube 75 includes a distal end portion 93 located 
adjacent distal opening 87. 

Inserter assembly 71 operates as follows. When it 
35 is desired to insert IOL 11 into the eye. it is placed 

between first and second folder elements 77 and 79 as 
shown in Fig. 4. The optic 17 of IOL 11, which is held 
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by forceps 13, is unfolded at this point. Alternately, 
the IOL 11, held by forceps 13, can be placed between 
the first and second folder elements 77 and 79 in a 
partially folded condition or even in the fully or 
5 final folded condition. First and second elements 77 

and 79 are then hingeably moved together into the 
closed position, as shown in Fig. .5. Throughout this 
movement, IOL 11 is held by forceps 13. Bringing first 
and second folder elements 77 and 79 together causes 

10 the optic 17 of IOL 11 to fold. In the closed 

position, the first and second folder elements 77 and 
79 maintain the IOL 11 in a folded state. Thus, if the 
IOL 11 is fully folded prior to being placed between 
the first and second folder elements 77 and 79 in the 

15 open position, such folder elements in the closed 

position act to maintain the IOL 11 in a folded state. 
In addition, wing members 81 and 83 act as a hand grip 
which the surgeon can hold in manipulating inserter 
assembly 71. 

20 With forceps 13 continuing to hold folded IOL 11, 

the IOL is moved into lumen 89 distally and is passed 
into the distal end portion 93 of the inserter tube 75. 
At this point, IOL 11 is ready to be inserted into the 
eye . 

25 As discussed with regard to the embodiment shown 

in Figs. 2 and 3, a similar incision is made in the 
sclera of the eye. The injection tube 75 is placed in 
the incision and is passed to the point where it is 
desired to position IOL 11. At this point, injection 

30 tube 75 is withdrawn proximally from the incision in 

the eye, while maintaining the IOL 11 and forceps 13 
substantially stationary relative to the eye. This 
withdrawal causes the IOL 11 to pass through the distal 
opening 87 of inserter tube 75. The forceps 13 is 

35 caused to move into the open position to release the 

IOL 11 from the forceps. The forceps 13 is then 
withdrawn from the IOL 11, placed in the closed 
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position and withdrawn from the eye through the 
incision. If needed, the IOL 11 can be positioned in 
the eye, as discussed previously. 

Alternately, in a manner similar to that discussed 
5 previously, the distal opening 87 can be placed over 
the incision with distal end portion 93 in abutting 
relationship to the surface of the eye. Once injection 
tube 75 is so positioned, the forceps 13 holding the 
folded IOL 11 is passed through distal opening 87 and 

10 the incision into the eye. The forceps 13 is 

manipulated in the eye to the proper position for IOL 
11 to be released. Once this positioning has occurred, 
the forceps 13 is moved to the open position to release 
IOL 11 in the eye. The forceps 13 are then withdrawn 

15 from the IOL 11, placed in the closed position and 

withdrawn from the eye. Injection tube 75 is then 
removed from the surface of the eye. If needed, the 
IOL 11 can be positioned in the eye as discussed 
previously. 

20 After proper positioning of IOL 11 and the forceps 

13 has been withdrawn from the eye, the incision may be 
mended, as described previously. After use, the 
inserter assembly 71 is preferably disposed of . 

A further embodiment of a folder- inserter 
25 combination is shown in Fig. 6. This combination, 
shown generally at 95, includes a hand grip wing 97 and 
a tubular portion 99. 

Tubular portion 99 includes an open proximal 
opening 101 and a distal opening 103 with a lumen 105 
30 (illustrated by dashed lines) passing therebetween. 

The tubular potion 99 and lumen 105 are tapered with 
larger cross-sectional areas at the proximal ends than 
at the distal ends. Tubular portion 99 further 
includes a distal end portion 107. The hand grip wing 
35 97, which is integrally formed with tubular potion 99, 

is sized to be held by the surgeon in manipulating 
combination 95 . 
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Combination 95 operates as follows. When it is 
desired to insert IOL 11 into an eye, it is grasped or 
held by forceps 13, as shown in Fig. 6. With IOL 11 
being held by forceps 13, it is passed through proximal 
5 opening 101 into lumen 105. In so doing, the optic 17 

of IOL 11 folds into a more compact condition. As the 
held IOL 11 passes distally further into lumen 105, the 
folding of optic 17 becomes more compact. The held IOL 
11 is passed into the distal end portion 107. At this 

10 point, IOL 11 is ready to be inserted into the eye. 

As described previously with regard to the 
embodiment shown in Figs. 2 and 3, a similar incision 
is made in the sclera of the eye . The surgeon grasps 
the hand grip wing 97 to manipulate the distal end 

15 portion 107 into proper position in the eye for 

releasing IOL 11. Once this positioning is 

accomplished, the distal end portion 107 is removed 
from the incision while maintaining the IOL 11 and 
forceps 13 substantially stationary relative to the 

2 0 eye. This causes the IOL 11 to pass through the distal 

opening 103 of tubular portion 99. After the IOL 11 
has passed through the distal opening 103, the forceps 
is moved to the open position, thereby releasing IOL 11 
in the eye. The forceps 13 is then withdrawn from the 

25 IOL 11, placed in the closed position and withdrawn 

from the eye. The IOL 11 can be repositioned in the 
eye as described previously. 

Alternately, the tubular portion 99 is positioned 
so that the distal opening 103 is directly over the 

30 incision and distal end portion 107 abuts the surface 

of the eye. Once tubular portion 99 is so positioned, 
the forceps 13 holding the folded IOL 11 is passed 
through distal opening 103 and the incision into the 
eye. The forceps 13 is manipulated in the eye to the 

35 proper position for the IOL 11 to be released. Once 

this positioning has occurred, the forceps 13 is moved 
to the open position to release IOL 11 in the eye. The 
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forceps 13 are then withdrawn from the IOL 11, placed 
in the closed position and withdrawn from the eye. 
Tubular portion 99 is then removed from the surface of 
the eye. If needed, the position of IOL 11 can be 
5 adjusted by forceps 13 or by a small, bent needle or 

similar tool inserted into the same incision. 

Once the IOL is properly positioned in the eye and 
the forceps is withdrawn from the eye, the incision may 
be mended, as described previously. After use, the 
combination 95 is preferably disposed of. 

The present IOL insertion methods and apparatus 
are straightforward and easy to use. The present 
invention provides for the effective and controlled 
insertion of foldable IOL's into eyes. Folding of such 
15 IOL's is also preferably easily achieved. The present 

system very conveniently provides for precise 
positioning of the IOL in the eye and controlled IOL 
release so as to reduce, or even eliminate, the risk of 
damaging the eye as a result of IOL insertion. 

While this invention has been described with 
respect to various specific examples and embodiments, 
it is to be understood that the invention is not 
limited thereto and that it can be variously practiced 
within the scope of the following claims. 
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WHAT IS CLAIMED IS: 

1. A method of inserting a foldable intraocular 
lens into the eye of a patient comprising: 

holding a foldable intraocular lens with a 

forceps; 

5 passing said held foldable intraocular lens 

distally through the bore of a tubular member having a 
distal end portion and an open distal end; 

placing said distal end portion in proximity 
to or in the eye of the patient; 
10 causing said foldable intraocular lens to 

pass through said open distal end; and 

releasing said foldable intraocular lens from 
said forceps in the eye of the patient. 

2. The method of claim 1 wherein said held 
foldable intraocular lens is in an unfolded state prior 
to being introduced into said tubular member. 

3 . The method of claim 1 wherein said held 
foldable intraocular lens is in a folded state prior to 
being introduced into said tubular member. 

4 . The method of claim 1 wherein said placing 
step causes said open distal end to be located outside 
the eye in proximity to an incision in the eye. 

5. The method of claim 1 wherein said placing 
causes said distal end portion to be located in the 
eye, and which further comprises withdrawing at least 
a part of said distal end portion from the eye prior to 
said releasing. 

6 . The method of claim 5 wherein said 
withdrawing causes only a part of said distal end 
portion from the' eye prior to said releasing. 
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7 . The method of claim 1 wherein said causing is 
effective to pass all of said foldable intraocular lens 
through said open distal end prior to said releasing. 

8 . The method of claim 1 which further comprises 
folding said foldable intraocular lens prior to 
introducing said foldable intraocular lens into said 
tubular member. 

9. The method of claim 8 wherein said foldable 
intraocular lens is held by said forceps during said 
folding. 

10. The method of claim 1 wherein said tubular 
member is tapered and has a proximal end portion which 
has a larger cross-sectional area than said distal end 
portion. 

11. The method of claim 1 wherein said tubular, 
member is structured to facilitate. the folding of said 
foldable intraocular lens. 

12. An inserter for inserting a foldable 
intraocular lens into an eye of a patient comprising: 

a tubular member having a bore, a distal end 
portion, an open proximal end and an open distal end, 
5 said bore being sized and adapted to receive a foldable 
intraocular lens and to maintain said foldable 
intraocular lens in a folded state, said distal end 
portion being sized and adapted to be placed in 
proximity to or in the eye of the patient; and 

forceps sized and adapted to hold said 
10 foldable intraocular lens as said foldable intraocular 

lens passes distally through said bore and into said 
distal end portion. 
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13 . The inserter of claim 12 wherein said tubular 
member is sized and adapted to facilitate folding said 
foldable intraocular lens into the folded state. 

14. The inserter of claim 12 wherein said distal 
end portion is sized and adapted to be placed in the 
eye of the patient through an incision no larger than 
3.2 mm in size. 

15. The inserter of claim 12 which further 
comprises a folder assembly operatively coupled to said 
tubular member for folding the foldable intraocular 
lens into the folded state prior to said foldable 

5 intraocular lens being introduced into said bore 

through said open proximal end of said tubular member. 

16. The inserter of claim 15 wherein said forceps 
are sized and adapted to hold said foldable intraocular 
lens as said foldable intraocular lens is subjected to 
the action of said folder assembly. 

17. The inserter of claim 12 which further 
comprises a hand grip operatively coupled to said 
tubular member and being sized and adapted to be held 
by the hand of a human to move said tubular member 

5 relative to the eye of the patient. 

18. The inserter of claim 12 wherein said tubular 
member is tapered and has a proximal end portion which 
has a larger cross-sectional area than said distal end 
portion. 

19. The inserter of claim 15 wherein said folder 
assembly includes a first element and a second element 
which are moveable relative to each other to cause said 
folder assembly to be configured in a opened position 

5 or a closed position so that the foldable intraocular 
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lens placed in the folder assembly in the opened 
position is placed in the folded state as the first and 
second elements are moved relative to each other to 
configure the folder assembly in the closed position. 

20. The inserter of claim 12 which further 
comprises an assembly operatively coupled to said 
tubular member and including a first element and a 
second element which are moveable relative to each 
5 other to cause said assembly to be configured in a open 
position or a closed position so that the foldable 
intraocular lens placed in said assembly in the open 
position is maintained in a folded state after said 
first and second elements are moved relative to each 
10 other to configure said assembly in the closed 
position. 
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[received by the International Bureau on 26 March 1996(26.03.96); 
original claims 1,5,6,12 and 16 amended; new claims 21 and 22 added; 
remaining claims unchanged (4 pages)] 

1. A method of inserting a foldable intraocular 
lens into the eye of a patient comprising: 

holding a foldable intraocular lens with a 
forceps which can be moved between an open position and 
5 a closed position; 

passing said held foldable intraocular lens 
distally in the bore of a tubular member having a 
distal end portion and an open distal end; 

placing said distal end portion in proximity 
10 to or in the eye of the patient; 

causing said foldable intraocular lens and at 
least a portion of said forceps to pass through said 
open distal end; and 

releasing said foldable intraocular lens from 
15 said forceps in the eye of the patient. 

2. The method of claim 1 wherein said held 
foldable intraocular lens is in an unfolded state prior 
to being introduced into said tubular member. 

3. The method of claim 1 wherein said held 
foldable intraocular lens is in a folded state prior to 
being introduced into said tubular member. 

4. The method of claim 1 wherein said placing 
step causes said open distal end to be located outside 
the eye in proximity to an incision in the eye. 

5 . The method of claim 1 wherein said placing 
step causes said distal end portion to be located in 
the eye, and which further comprises withdrawing at 
least a part of said distal end portion from the eye 

5 prior to said releasing. 

6. The method of claim 5 wherein said 
withdrawing causes only a part of said distal end 
portion to withdraw from the eye prior to said 
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releasing. 

7. The method of claim 1 wherein said causing is 
effective to pass all of said foldable intraocular lens 
through said open distal end prior to said releasing. 

8. The method of claim 1 which further comprises' 
folding said foldable intraocular lens prior to 
introducing said foldable intraocular lens into said 
tubular member. 

9 . The method of claim 8 wherein said foldable 
intraocular lens is held by said forceps during said 
folding. 

10. The method of claim 1 wherein said tubular 
member is tapered and has a proximal end portion which 
has a larger cross-sectional area than said distal end 
portion. 

11. The method of claim 1 wherein said tubular 
member is structured to facilitate the folding of said 
foldable intraocular lens. 

12. An inserter for inserting a foldable 
intraocular lens into an eye of a patient comprising: 

a tubular member having a bore, a distal end 
portion, an open proximal end and an open distal end, 
5 said bore being sized and adapted to receive a foldable 

intraocular lens and to maintain said foldable 
intraocular lens in a folded state, said distal end 
portion being sized and adapted to be placed in 
proximity to or in the eye of the patient; and 
10 forceps, movable between an open position and 

a closed position, sized and adapted to pass into and 
through said bore of said tubular member and out of 
said open distal end of said tubular member and to hold 
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said foldable intraocular lens as said foldable 
15 intraocular lens passes distally in said bore and into 

said distal end portion. 

13. The inserter of claim 12 wherein said tubular 
member is sized and adapted to facilitate folding said 
foldable intraocular lens into the folded state. 

14. The inserter of claim 12 wherein said distal 
end portion is sized and adapted to be placed in the 
eye of the patient through an incision no larger than 
3.2 mm in size. 

15. The inserter of claim 12 which further 
comprises a folder assembly operatively coupled to said 
tubular member for folding the foldable intraocular 
lens into the folded state prior to said foldable 

5 intraocular lens being introduced into said bore 

through said open proximal end of said tubular member. 

16. The inserter of claim 15 wherein said forceps 
are sized and adapted to hold said foldable intraocular 
lens as said foldable intraocular lens is folded by 
said folder assembly. 

17. The inserter of claim 12 which further 
comprises a hand grip operatively coupled to said 
tubular member and being sized and adapted to be held 
by the hand of a human to move said tubular member 

5 relative to the eye of the patient. 

18. The inserter of claim 12 wherein said tubular 
member is tapered and has a proximal end portion which 
has a larger cross-sectional area than said distal end 
portion. 

19. The inserter of claim 15 wherein said folder 
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assembly includes a first element and a second element 
which are moveable relative to each other to cause said 
folder assembly to be configured in a opened position 
or a closed position so that the foldable intraocular 
lens placed in the folder assembly in the opened 
position is placed in the folded state as the first and 
second elements are moved relative to each other to 
configure the folder assembly in the closed position. 

20. The inserter of claim 12 which further 
comprises an assembly operatively coupled to said 
tubular member and including a first element and a 
second element which are moveable relative to each 
other to cause said assembly to be configured in a open 
position or a closed position so that the foldable 
intraocular lens placed in said assembly in the open 
position is maintained in a folded state after said 
first and second elements are moved relative to each 
other to configure said assembly in the closed 
position . 

21. The method of claim 1 wherein said placing 
step further comprises placing said distal end portion 
in the eye. 

22. The inserter of claim 12 wherein at least a 
portion of said forceps is located in said bore of said 
tubular member. 



AMENDED SHEET (ARTICLE 19) 



WO 96/13229 



PCT/US95/13929 




INTERNATIONAL SEARCH REPORT 



Intern d Applicanon No 

PCT/US 95/13929 



A CLASSIFICATION OF SUBJECT MATTER 

IPC 6 A61F2/16 



A ccording lo International Patent Classification (IPQ or to both national clas sification and IPC 
B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by dassificaDon symbols) 

IPC 6 A61F 



Documentation searched other man minimum documeniauon to the extent that such documents are Included in the fields searched 



Electronic data 



base consulted during the international search (name ol data base and where practical, search terms used) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



P.L, 
X 



X 
X 

P.X 



WO, A, 95 13766 (ALLERGAN) 26 May 1995 

see the whole document 
The document, may trow doubt on the 
priority claim of the indicated claims. 
Document cited in the description. 

WO, A, 94 07436 (FEING0L0) 14 April 1994 
see abstract; figures 16-21 

WO, A, 94 20027 (CHIRON VISION CORPORATION) 
15 September 1994 
see abstract; figures 

WO.A.95 22287 (FEINGOLD) 24 August 1995 
see the whole document 

-/-- 



12-14, 
17,18 



12-20 



12-14, 
16-18 



12-20 



Further documents are listed in the continuation of box C. 



m 



Patent family members are listed in annex. 



• Speaal categories of a ted documents : 



'A* document defining the general state of the art which is not 

considered to be of particular relevance 
•E' earlier document but published on or after the international 

filing date 

f document which may throw doubts on priority ^m(s) or 
whtchTated to establish the publicati«i date of another 
atauon or other speaal reason (as specified) 

# 0* documem referring to an oral disclosure, use, exhibition or 
other means 

P' document published pnor to the international filing date but 
later than the priority date claimed 

Date of the actual completion of the international search 

5 February 1996 

Name and mailing address of the ISA 

European Patent Office, P.B. 5818 Patentlaan 2 
NL • 2280 HV Rijswiik 
Td. 1^31-70) 340-2040, Tx. 31 651 epo nl. 
Fax: (-31-70) 340-3016 



T later document published after the mtemaOonal filiru^datc 
or%non?ndate and not in conflict with the application but 
atedtounderstand the principle or theory underlying the 
invention 

X- document of particular relevance; ^^^^^ 
cannot be considered novel or cannot be considered © 
involve an inventive step when the document is taken alone 

"Y* document of particular relevance; the daimed invenuon 
ta^oTbc considered to involve an J"™™?^^ 
document is combined with one or more «torsuch docu 
ments, such combination being obvious to a person skilled 
in the arc 

document member of the same patent family 
Date of mailing of the international search report 

12. OZ 96 



Authorized officer 

Steenbakker, J 



Form PCT.1SA. 2tO < 



thMi] (July IW31 



page 1 of 2 



INTERNATIONAL SEARCH REPORT 



tnten lal Appiicaoon No 

PCT/US 95/13929 



C<Conanu»00n) DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ' 


Qua on of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


A 
A 


US, A, 5 275 604 (KABI PHARMACIA OPHTHALMICS 
INC.) 4 January 1994 

US, A, 4 681 102 (BARTELL) 21 July 1987 





Form PCM SA. 210 (cooutmtww of wand thwi) (July IWJ) 



page 2 of 2 



INTERNATIONAL SEARCH REPORT 



I. .nationaj application No. 

PCT/US95/ 13929 



Box I Observations where certain claims were found unsearchable (Continuation of item I of first sheet) 



This internauonal search report ha, not been established in respect of certain claims under Article l7(2 X a) for the following reasons: 



Sclus'e'uwy relate to subjLunttter not required to be searched by this Authority, namely: 

PCT Rule 39.1 (1v) 



□ 



becTs^they relate to parts of the international application that do not comply with the prescribed requirements to such 
an extent that no meaningful internauonal search can be carried out, specifically: 



□ 



b™ they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This Internauonal Searching Authority found muluple inventions in this internauonal application, as follows: 



[~] As aj, required additional search fees were timely paid by the applicant, this international search report covers all 
searchable claims. 

2. □ As all searchable claims could be searches without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 



3 n As only some of the required additional search fees were timely paid by the applicant, this internauonal search report 
' 1 1 covers only those claims for which fees were paid. spedficaJly claims Nos.: 



4 PI No required additional search fees were timely paid by the applicant Consequently, this international search report is 
1 resVicted to the tnvenuon first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest 



| | The additional search fees were accompanied by the applicant's protest 
| j No protest accompanied the payment of addiuonal search fees. 



Form PCT. ISA.210 (continuation of first sheet (1)) (July 1992) 



INTERNATIONAL SEARCH REPORT 




Inten ial Application No 










PCT/US 


95/13929 


Patent document 
cited in search report 


Publication 
due 


Patent family 
member (s) 


Publication 
due 


WO- A-95 13766 


26-05-95 


NONE 








W0-A-9407436 


14-04-94 


AU-B- 


5349594 


26-04-94 


WO-A-9420027 


15-09-94 


AU-B- 
EP-A- 
US-A- 


6363394 
0688183 
5474562 


26- 09-94 

27- 12-95 
12-12-95 


W0-A-9522287 


24-08-95 


AU-B- 


1846395 


04-09-95 


US-A-5275604 


04-01-94 


N0NE 








US-A-4681102 


21-07-87 


NONE 









F«tn PCT lSAOll (pMM twu*y mmx) {July Iftt) 



